
NOV 192013

510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 5 10(k) number is: ______

1. Submitter:

Shenzhen Mindray Rio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen.
518057, P. R. China

Tel: +86 755 8188 5658
Fax: +86 755 2658 2680

Contact Person:
Wu Zicui
Shenzhen Mindray Bio-medical Electronics Co.. LTD
Mindray Building, Keji 12th Road South. Hi-tech Industrial Park,
Narishan, Shenzhen. 518057, P. R. China

Date Prepared: July 19, 2Q13

2. Device Name: DC-N2/DC-N2S Diagnostic Ultrasound System

Classification
Regulatory Class: 11
Review Category: Tier 11
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (ITX)

3. Device Description:

DC-N2/DC-N2S is asofiware controlled, ultrasonic diagnostic system. Its function is to
acquire and display ultrasound data in B, M, PW, Color, Power, iScape, Smart 3D or the
combined mode (i.e. BIM-Mode. B/PW-mode, B/P W/Color).This system is a Track 3
device that employs an array of probes that include linear array and convex array with a
frequency range of approximately 3.5 MHz to 10.0 MHz.
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4. Intended Use:

The DC-N2/DC-N2S Diagnostic Ultrasound System is applicable for adults, pregnant
women, pediatric and neonates. It is intended for use in fetal, abdominal, pediatric, small
organ (breast, thyroid and testes), neonatal cephalic, adult cephalic, trans-rectal,
trans-vaginal, musculo-skeletal (conventional, superficial), cardiac (adult and pediatric),
peripheral vascular and urologr exams.

5. Comparison with Predicate Devices:

DC-N2/DC-N2S Diagnostic Ultrasound System is comparable with and substantially
equivalent to these predicate devices:

Predicate 510k Cotl
Manufacturer Model5 0k Cotl

Device Number
I Mindray Z5 K130695
2 Mindray DC-N3 K123503
3 Mindray Logiqle K113690

DC-N2/DC-N25 has the same technological characteristics, are comparable in key safety
and effectiveness features, and have the same intended uses and basic operating modes as
the predicate devices. All systems transmit ultrasonic energy into patients, perform post
processing of received echoes to generate onscreen display of anatomic structures and
fluid flow within the body. All systems allow for specialized measurements of structures
and flow, and calculations.

6. Non-clinical Tests:

DC-N2/DC-N2S Diagnostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and
mechanical safety, and has been designed to conform with applicable medical safety
standards. This device has been tested and evaluated under the following standards:
* UD 2 Acoustic Output Measurement Standard for Diagnostic Ultrasound

Equipment.
* UD 3 Standard for Real Time Display of Thermal and Mechanical Acoustic Output

Indices on Diagnostic Ultrasound Equipment
* AAMI / ANSI ES6060 1-1 Medical electrical equipment - Part 1: General

requirements for basic safety and essential performance.
" IEC 60601-1-2 Medical electrical equipment - Pant 1-2: General requirements for

basic safety and essential performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests (Edition 3)

* IEC 60601-2-37 Medical electrical equipments- Part 2-37: Particular requirements
for the basic safety and essential performance of ultrasonic medical diagnostic and
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monitoning equipment
* 1S014971 Medical devices - Application of risk management to medical devices

* ISo010993-1 Biological evaluation of medical devices -- Part I: Evaluation and

testing within a risk management process
* lEGC62366 Medical devices - Application of usability engineering to medical

devices
* lEG 62304 Medical device software - Software life cycle processes

These non-clinical tests relied on in this premarket notification submission can support the
determination of substantial equivalence of the subject device.

7. Clinical Studies

Not applicable. The subject of this submission, DC-N2/DC-N2S Diagnostic Ultrasound
System, does not require clinical studies to support substantial equivalence.

Conclusion:

Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,
development and quality process of the manufacturer confirms with 21 CFR 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the DC-N2IDC-N2S Diagnostic Ultrasound System is
substantially equivalent with respect to safety and effectiveness to devices currently
cleared for market.
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DEPARTM ENT OF HEALTH & HUMAN SERVICES Public Hecalth Servic

Food and Drug Administration
10903 New, I ampshire Avenue
Document Control center - W066-G609
Silver Spring. MD 20q93-0002

November 19. 2013

Shenzhen Mindray Rio-Medical Electronics Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1 3 9 4 2 5 1h Street NW
BUFFALO MN 55313

Re: K(132779
Tradle/Device Name: DC-N2/DC-N25 DiagnosticUlItrasou~nd System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: November 4, 2013
Received: November 5, 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal* Food. Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the DC-N2/DC-N25 Diagnostic Ultrasound System. as described in your premarket
notification:

Transducer Model Number

35C50EA 65ECIOEA
65ECItOED 75L-38EA
65C15EA 35C20EA
IOL24EA 65EBIOEA

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
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found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (2 1 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Par~t 801). please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address

hti:/Iwwiilaut/Mc ic~l~vics/csnircs~b'iniilndistv/cI~, liitn.Also, please note
the regulation entitled. "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803), please go to
ittl)://\\. v.ftda.2-ov/MedicalIDevices/SafetNYtReportallrobleii/delhuilt.litm for the CDR[I's Office
of Surveillance and B iometrics/Di vision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-firee number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://wwxv: %.fda.jzov/iedical Devices/ReSOuircesfocrYou/lndIustrsi'deFautlt.hunii.

Sincerely yours.

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health

Center fur Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K132779

Device Name: The DC-N2/DC-N2S Diagnostic Ultrasound System

Indications for Use:

The DC-N2/DC-N2S Diagnostic Ultrasound System is applicable
for adults, pregnant women, pediatric and neonates. It is intended
for use in fetal, abdominal, pediatric, small organ(breast, thyroid,
testes), neonatal cephalic, adult cephalic, trans-rectal,
trans-vaginal, musculo-skeletal(conventional, superficial),
cardiac(adult, pediatric), peripheral vascular and urology exams.

Prescription Use X AND/OR Over -The - Counter Use-_
(21 CFR Part 801 Subpart 0) (21 CFR Part 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CORH, Office of In Vitro Diagnostic and Radiological Health (OIR)

(Division Sign-Off
Division of Radiological Hlealth

Office of In I nro Diagnostics and Radiological Health

5 10(k) K132779
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Diagnostic Ultrasound Indications for Use Form

S)ystem X Transducer

Model: DC-N2/DC-N2S
5 10(k) N umber(s) ______________

Mode of Operation
Clinical Application B M PWD C WD Clr Amplitud Combined Other (specilk$)

Doppler e Doppler (specify) _______

Ophthalmic ____ _______

Fetal N N N N N N NoteL12.3A
Abdomninal N N N N N N Notel1,2.3.4

lntraoperazive (specify)*

lntraoperative (Neuro)
Laparoscopic

pediatric N N N N N N Notel1.2.3.4
Small organ(specify)" N N N N N N Notel1.2.3.4
Neonatal Cephalic N N N N N N Notel1.2.3.4
Adult Cephalic N N N N N N Notel.2.3.4
Trans-rectal N N N N N N Notel.2.3.4
Trans-vaginal N N N N N N Noe1.2.3.4
Trans-urethral
Trans-esoph.(non-Card.)
M sc ulo -skeletal

Conventional N N N N N N Notel.2.3.4

Musculo-skeletal Superficial N N N N N N Notel.2.3.4
Intravascular

Cardiac Adult N N N N N N Notel.2.3.4
Cardiac Pediatric N N N N N. N Notel1.2.3.4
Irnravascular (Cardiac)

Trans-esoph.(Cardiac) ___

Intra-Cardiac

!Peripheral vessel N N N N N N Notel1.2.3.4

11ther (speci 6,)** N N N N N N Notel1.2.3.4
Nncw indication: P~previously cleared by FDA: E=added under Appendix E
AXdditional comments:Conmbined modes: [B+M. PW+lI. Color + B, Power + B. PW +Color'+ B. Power + PW +B.

* lntraoperative includes abdominal. thoracic. and vascular
**Small organ-breast, thyroid, testes
***Other use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: 5mar09D

Note 3: iScape

Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTF IER PAGE it- NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription USE (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Formt

System Transducer x
Model: 35C50EA
5 10(k) Number(s) ______________

Mode of Operation
Clinical Application B M PW W Color Amplitud Combined Other (specify)

Doppler c Doppler (specil ,) _______

Ophthalmic ____ ________

Fetal P P P P P P Noel23.4
Abdominal P P P P P P Notel1.2.3,4
Iniraoiperative (speci ey)*
lruraoperative (Neuro)

Laparoscopic
Pediatric P P P P p P Notel2.34
Small organ(specify)**--_

Neonatal Cephalic

Adult Cephalic
Fraons-rectal

Trans-vaginal

Trants-urethral

Trans-csoph.(non-Card.) ____

NIuscu to-skeletal
Conventional P P P P P P Notel1.23.4

Musculo-skeletal Superficial
Intravascular

Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

Frans-esoph.(Cardiae) ___

lntra-Cardiuc

Perphral ves e PN 11 P P I, P P Note.2.3.4
Ohr (sp ciiV*

N=new indication: P~previously cleared by FDA(K 130695): l~addcd uinder Appendix E
Additional commenls:Combined modes: B±M. PW±B. Color + B,. Power+± B. PW +iColor+i B. Power + PW +B.

*intraoperative includes abdominal. thoracic. and vascular
*Small organ-breast, thyroid, testes

***Other use includes Urology.
Note 1: Tissue I lamonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D
Note 3: iScape

Note 4: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW T1llS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of In Vitro Diagnostics and Radiological Hlealth (0111)

Prescription USE (Per2l1 CFR 801.109)

Page 3 of I I



Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: 65ECIOEA

5 10(k) Number(s) ____________

Mode of Operation ____

Clinical Application B M PWD CWVD Color Amplitud Combined Other (specify)
Doppler e Doppler (specif3) _______

Ophthalmic ________

Fetal P P P P P P Notel.2.3,4

Abdominal

lntraoperative (specify)*
lntraoperative (Neuro)

Laparoscopic
Pediatric

Small organ(specify )*

Neonatal Cephalic

Adult Cephalic __________________

Trans-rectal P P P P P P) Note 1.2.3A

Trans-vaginal P P P P, P P Note 1.2.3.4

fTrans-urethral

1'rans-esoph.( non-Card.)

Ntusculo-skel~tal
Conventional
Musculo-skeletal Superficial ___

Intravascular

Cardiac Adult

Cardiac Pediatric ___

l'rans-esoph.(Cardiac)

Intra-Cardiac

Peripheral v'essel

Ojther (specilX)* P P P P P Notel1.2.3.4
NWnew indication: P~pre%-iously cleared by FDA(K 130695): Eadded under Appendix E

Additional comments:Combined modes: B+M. PW±B. Color + B. Power ± B. PW +Colors B. Power> PW #8.
*lntraoperative includes abdominal. thoracic. and vascular
**Small organ-breast. thyroid. testes
.. *Other use includes Urology.

Note 1: Tissue Hlarmonic Imaging. The feature does not use contrast agents.
Note 2: SmartjD

Note 3: iScape

Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORI!, Office of In Vitro Diagnostics and Radiological Health (O1R)

Prescription USE (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

Sy stem Transducer x
Model: 65ECIOED

5 10(k) Number(s) ______________

Mode of Operation _____________

Clinical Application B M PW CWD Color Amplitud Combined Other (spccif$)
Dplre Doppler (specify) _______

Ophthalmic
Feta N N N N N N Notel123.4
Abdominal

lntraoperative (specify)-
lintraoperative (Neuro)

Laparoscopic
Pediatric

Small organ(specift)" __

Neonatal Cephalic

Adult Cephalic
Trans-rectal N N N N N N Notel.2.3.4
Trans-vaginal N N N N N N Notel.2.3.4
Trans-urethral

Trans-esoph.( non-Card.)
Musculo-skeletal
Conventional
Musculo-skeletal Superficial ___

fIntravascular

Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)

'rrans-esoph.(Cardiac) ___

lntra-Ca-diac

iPeripheral vessel

O1ther (specify)- N N N N N N Note 12.3.4

Nriew indication: W-previously cleared by FDA; Eadded under Appendix E
Additional comments:Conibined modes: B3+ M. PW-i-1. Color + B. Power +8B, PW +iColor+ B, PowNer + PW + B.

*Intraoperative includes abdominal, thoracic, and vascular
**Small organ-breast, thyroid, testes
***Other use includes Urology.

Note 1: Tissue I larmonic Imaging. The feature does not use contrast agents.
Note 2: Smari3D

Note 3: iScape

Note 4: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW T1-1lS LINE-CONTINUE ON ANOTHER PAGE 11: NEED)ED)
Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription USE (Per 2 1 CFR 801,109)
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Diagnostic Ultrasound Indications for Use Formn

System Transducer X

Model: 75L_38EA

5 10(k) Number(s) ______________

Modle of Operation
Clinical Application B M PWD CWD Color Amplitud Combined Other (specify)

_________________ ____Doppler e Doppler (speulXv)

Ophthalmic ________

Fetal

Abdominal P P P P P P Notel.23.4

lntraoperative (specify)*
lntraoperative (Neuro)

Laparoscopic

Pediatric P P) P P P P Notel1.2.3.4

Small organ(specify)* P P P P P P Notel1.2,3,4

Neonatal Cephafic P P P P P P Note 1.2.3.4
Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Cw-d.)

Musculo-skeletalP P PP PP Nol.34
Conventional p P PP PP Ntl2.

Musculo-skeletal Superficial P, P P P P P Notel12.3.4

Intravascular

Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

Trans-esoph.(Carcliac) ___

I1nrra-Ca,diac
Perpheral vessel P P ___ P P P Notel.23,4

O1ther (specify)***
N-new indication: lP=pre i ouslv cleared by FDA(K 130695): FE=added uinder Appendix E

Additional comments:Combined modes: B+M., PW+13. Color + B. Power + B. PW +Color+ B3. Power + PW +13.
* Intraoperative includes abdominal. thoracic. and vascular
*.Small organ-breast. thyroid, testes
***Othcr use includes Urology.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D
Note 3: iScape
Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Off-ce of In Vitro Diagnostics and Radiological Health (OIR)

Prescription USE (Per 21 CFR 801.109)

Page 6 of 11



Diagnostic Ultrasound Indications for Use Form

System Transducer

Model: 65CI5EA

5 10(k) Number(s) _____________

Mode of Operation
Clinical Application B M1 PWkD CWD Color Amplitud Combined Other (speci IV)

____________________ _____Doppler e Doppler (specify) _______

Ophthalmic ____ _______

Fetal

Abdominal P P P P P, P Notel1.2.3.4

lntraoperative (specify P*
I ntraoperativ e (Neuro)

Laparoscopic

Pediatric P P P P P P Notel1.2.3.4

Small organ(specify )*

Neonatal Cephalic P P P P P P Note 1.2.3.4

Adult Cephalic P P P P P P Notel.2.3.4

Trans- rectalI
Trans-% aginal

Frans-urethral

Trans-esoph.(nonCard.) __

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph.(Cardiac)

Intra-Cdiac
Prpheral vessel

jOther (specifyP**
N=new indication: Ppreviously cleared bv FDA(K 130695); Eadded under Appendix E

Additional comments:Combined modes: B+M. PW+B. Color + B, Power + B. PW + Color+ B. Power +PW +B.

*lntraoperative includes abdominal. thoracic. and vascular
*.Small organ-breast. thyroid, testes
**Other use includes Urology.

Note 1: Tissue I larinonic Imaging. TIhe feature does not use contrast agents.

Note 2: Smari3D

Note 3: iScape

Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TIlS LINE-CON TNUE ON ANOTI ER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription USE (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

Systemn Transducer x
Mvodel: 35C20EA

510(k) Number(s) ______________

Mode of Operation ____

Clinical Application B M PWD CWD Color Amplitud Combined Other (specify)
______ ~~Doppler e Doppler (specify) _______

Ophthalmic _______

Fectal

Abdominal P P P P P P Note [.23.4

lniraoperative (specify)*

lntraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P Notel.2.3.4

Small organi(speclhy)*

Neonatal Cephalic
Adult Cephalic ___

Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esop.( non-Card.)
Musculo-skelcial
Conventional
Musculo-skeletal Superficial

Intravascular

Cardiac Adult P P P P P P Notel1.2.3.4

Cardiac Pediatric P P P P P P Note12.3.4

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

IntnriaCardic_
Peripheral vessel

O1ther (specify)***
Nn~v indication: Pprviously cleared by FDA(K 130695): Eadded under Appendix lE
Additional comments:Combined modes: B+M. PW±B. Color + B. Pow er + B. PW +Color, B. Power + PW 4+B.

* lntraoperalive includes abdominal. thoracic. and vascular
**Small organ-breast. thyroid, testes
**'Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note 3: iScape

Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW T-1llS LINE-CONTINUE ON ANOT1-1IER PAGE llr NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (O1IR)
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Prescription USE (Per 21 CFR 801.109)

Diagnostic Ultrasound Indications for Use Form

System Transducer

Model: IOL24EA

5 10(k) Number(s) ______________

Mode of Operation
Clinical Application B M PWD C\% D Color Amplitud Combined Other (speci rv)

___________________ _____ ____ _____Doppler e. Doppler (specit$)

Ophthalmic ________

Fetal

Abdominal P P P P P P Notel.2.3.4

Intraoperative (specify)*

lntraoperative (Neuro)

Laparoscopic ____

Pediatric P P P P P) P Notel.2.3.4

Small organ(spec'i )- P P P P P P Notel.2.3.4

Neonatal Cephalic P P P P P P Notel.2.3.4

Adull Cephalic

Trans-rectal
frans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal P P P P P I' Note!1.2.3.4
Conventional
Musculo-sk-elctal Superficial P P P P P P Notel.2.3.4

In Ira ascu jar

Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
.rrans-esoph.(Cardiac)

Intra-Cardiac

Peripheral vessel P P P P P P Notel.2.3.4

O1ther (specj f$)*t*
N=new indication: Ppreviously cleared by FDA(K 130695); Eadded under Appendix E

Additional comments:Combined modes: B-+M. PW+B, Color +B. Power B. PW +Color+ B. Power + PW i-B.
*intraoperative includes abdominal. thoracic, and vascular
**Small organ-breast, thyroid, testes
***Other use includes Urology.

Note 1: Tissue I larmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3l)

Note 3: iScape

Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Prescription USE (Per 21 CFR 801.109)

Diagnostic Ultrasound Indications for Use Form

System Transducer x
Model: 65EBIOEA

5 1 0(k) Num ber(s)*_____________

Mode of Operation
Clinical Application B I PD CD Color Amplitud Combined Ote(sciy

______________ B_ M___ PWD CW Doppler e Doppler (specify) Other (specifN)

Ophthalmic
Fetal N N N N N N Notel.2,3.4
Abdominal
Intrauperative (specify)*
lnraoperative (Neuro)

Laparoscopic

Pediatric

Smzill organ(specii$)"
Neonatal Cephalic

Adult Cephalic

,rrans-rectal N N N N N N Notel1.2.3.4
Trans-vaginal N N N N N N Notel.2.3.4
Trans-urethral

Trans-esoph.(non-Cand.)

Musculo-skeletal
Conventional
Mvusculo-skeletal Superficial
Intravascular

Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

TFrans-esoph.(Cardiac)

Intro-Cardiac

Peripheral vessel Nj R NNtL.

Nnew indication: P~previously cleared by FDA: E=added under Appendix E ________

Additional comments:Cotnbined modes: 13+M. PW1-f. Color -B1. Pow er+ B, PW -Color, 13. Power *PW Bf.
*ntraoperative includes abdominal. thoracic. and vascular
.. Small organ-breast. thyroid, testes
***Other use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D
Note 3: iScape
Note 4: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription USE (Per 21 CFR 801.109)
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(Division Sign-Off)
Division of Radiological Hecalth

office or it, 1IiYro IDiagnosiics and Radiological lI caith

5 10(k) _____________
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